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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 08 November 2004 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 1-12 and 14-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) , is/are allowed. 

6) Kl Claim(s) 1-12 and 14-17 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to Arguments and Amendments 

1. Claims 1-12 and 14-17 are pending. 
Claim 13 has been cancelled. 

Claims 1, 2, 6, 9, 11 and 15-17 have been amended. 
Claims 1-12 and .1 4-1 7 are examined on the merits. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Maintained Grounds of Objection 
Specification 

3. Applicants note on page 6 of the Remarks submitted November 8, 2004 that the 
title has been amended to reflect the claimed invention, which is a method of detecting 
CYP24. The Examiner has reviewed the Remarks and Exhibits submitted and does not 
evidence a change in the title. 
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Withdrawn Rejections 
Claim Rejections - 35 USC §112 

4. The rejection of claims 1-12 and 14-17 under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement is withdrawn in light of 
Applicants' claim amendments, as well as Remarks submitted November 8, 2004. 

5. The rejection of claims 1-12 and 14-17 under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement is withdrawn in light of Applicants' 
arguments and Exhibits presented in the response filed November 8, 2004. 

6. The rejection of claims 1-12 and 14-17 under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention is withdrawn in light of the claim 
amendments and arguments. 

New Grounds of Objection and Rejection 
Specification 

7. The attempt to incorporate subject matter into this application by reference to 
GenBank accession numbers U60669 amd S78775 in claim 1 is improper because this 
is essential subject matter. The GenBank numbers are considered non-patent literature 
that define the limitations of the claims. These numbers are subject to change and have 
done so previously as noted by Applicants. 
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Claim Rejections -35USC§112 

8. Claim 15 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter, which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. THIS IS A NEW MATTER REJECTION. 

Applicants have amended claim 15 to include the recitation "... at the 95 percent 
or greater confidence level ." With the inclusion of this recitation Applicants have 
obviated the 35 U.S.C. 112, second paragraph rejection of claim 15, however it 
presents new matter. Applicants have not expressed where in the specification support 
for this limitation can be found. Applicants are respectfully requested to pointedly 
express in the specification by page and line number where this limitation can be found 
or delete the new matter. In the event this new matter is deleted the 112, second 
paragraph rejection of claim 1 5 presented in the Action mailed May 4, 2004 on page 8, 
section 9 may be reinstated. 

9. Claims 1-12 and 14-27 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. Moreover, the specification does not enable any person skilled in the art 
to which it pertains, or with which it is most clearly connected, to make and use the 
invention commensurate in scope with these claims. 
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The incorporation of essential material in the specification by reference to a 
foreign application or patent, or to a publication is improper. 

An application for a patent when filed may incorporate "essential material" by 
reference to (1 ) a United States patent or (2) an allowed U.S. application, subject to the 
conditions set forth below. "Essential material" is defined as that which is necessary to 
(1) support the claims, or (2) for adequate disclosure of the invention (35 U.S.C. 112). 
"Essential material" may not be incorporated by reference to (1 ) patents or applications 
published by foreign countries or regional patent offices, to (2) non-patent publications, 
to (3) a U.S. patent or application which itself incorporates "essential material" by 
reference or to (4) a foreign application. See In re Fouche, 169 USPQ 429; 439 F.2d 
1237 (CCPA1971). 

Reasonable correlation must exist between the scope of the claims and scope of 
enablement set forth. Without sufficient guidance, the implementation of the claimed 
method utilizing sequences based on changeable accession numbers, which possibly 
represent different sequences, would be unpredictable and the experimentation left to 
those skilled in the art is unnecessarily, and improperly, extensive and undue. 

Conclusion 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
. mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 ,CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alana M. Harris, Ph.D. whose telephone number is 
(571 )272-0831 . The examiner works a flexible schedule, however she can normally be 
reached between the hours of 6:30 am to 5:30 pm, with alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on (571 ) 272-0787, The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-9197 (toll-free). 
ALANA M. HARRIS, PH.D. 




Alana M. Harris, Ph.D. 
20 February 2005 



